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CERTIFXED NAIL
RETURN RECEIPT REQUESTED

Jum 6, 1997

Ueorge W. Smith, Prasidcnt
Tri-County M8dical Oxyg@n, Inc.-*-* ‘+fard 8troct
Clarks Summit, Pennsylvania 18411

Dear Mr. Smith~

On April 9, 1S b 18, 1997, U. S. Food ●nd Drug Administration
Invcatigator Ann Marie Karnick conduct-d ●n inap.ction of your
compressed madical gas facility locatad ●t 335 B8dford Stroot,
Clarks Summit, Pennsylvania. Tho liquid oxygen fill.d by your
firm is ● drug within tha maning of 201(g) of the Fadcral Food,

B

Drug, and Cosmetic (FDJIC) Act and ●s such is subjact to th.
r~quircmant. of

●

At th~ conclusion of th~ inspection Investigator Karnick ismmd ●

form FDA-483, Inspectional Observations, to your Buainass
Manag@r, Anthony R. Summa, and discussad tho observations with
him. A copy of this form’is .ncios@d for your information, This
inspection rwoal.d violations as follows;

The drug product manufactured ●t your firm is ●dultcratod undar
S8ction 501(a)(2)(B) of the FDkC Act, h that, your operations do
not conform to Current Good Manufacturing Practic@ regulations ●s
d.scribed in 21 CFRI specifically,

1. $ailur. to ●ssay for idmtity and strength 180 liter l@uid
oxygen VOSSOIS prior to rdmm for distribut

rnww- ::: w
t-c’”

2. Failure to ●ssay for identity ●nd strmgth on. cylinder from
.ach ●ix cylinder batuh of tmnaflihd o g.n gas prior to

Tr~leac. for distribution [21 CFR 8 211.16 (a)]~ for ●xampla,
lot U’s ~~ •d~

3. Failur. to ●stablish ●de uat. batch production ●nd control
!records for ●ach batch o dru product prpducod, in that,

7thea~ r.cords lack docum~ntat on of ●porvisory raviow
[21 CFR S 2110188 (bHlN)*
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Wa would ●lso like to note that testing, as
written procedures, requirm the uso of the 4WW%:..1
●nd that, ●mployaes must bo ●dquatel

r
train~d in ●ll

manufacturing
!

rocadurcs. Additional y, labeling roquiromcnts
must bo fulfil ●d for ail gas ●nd liquid oxygen products
producad.

This l~ttcr is not intendtd to b8 ●n ●n-inclusive list of
dcficimcies ●t your firm As top management it is your
responsibility t~ •asur~ adhmmce to ●ach roquiremant of the
FD&C Act ●nd all federal r~gulations,

V-46W9Y agencies ●rc advis8d of the issuanca of ●ll Warning
~ucter; about drugs ●nd devicas eo that they may tako this
information into ●ccount when considering tho award of contracts.

You should take prompt ●ction to correct thcso deviations.
Failura to promptly correct th.s. dwiations may r.suit in
regulatory action being initiated by tha Food ●nd Drug
Administration without furth.r notico. Thcao action. includ~,
but are not limit~d to, s.izur., injunction, and/or civil
p8naltieso

PIQasQ notify this offic~ in writing within fiftocn (15) working
days of rcccipt of this l~tter as to th. specific staps you
have taken to cornet thcao violations. If corrcctiv~ ●ction
cannot b. complttcd within 15 working days, stato tha raason
for the delay ●nd tha tire. within which the corrections will
bc comp18ted. Your r~ply should bc sent to the ●tt8ntion of
William J, Forman, Compliance Officer, at th. addrasa noted on
the latt.rhaad.

Sinc8rQly,

Diana J. Kolaitis
District Director
Philadelphia District

Enclosure
Form FDA-483

cc : Rob8rt E. Bastian, Director
Division of Primary Car. and Mom. Malth Services
Pcnns lvania Stat@ Department of Health

Y132 K in~ Plaza
Harr{abur@, Pennsylvania 17104


